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Remarks 

Formal Matters: 

Claims 1-20 and 28-34 are currently pending in the application. 
Claims 9-15 have been withdrawn from further consideration. 
Claims 1 and 31 are amended. 

Claim 30 is cancelled without prejudice and disclaimer. 

Claims 1-2, 5-20, 28, 29 and 31-34 remain pending in the application with entry of 
this Amendment. 

Summary: 

Claims 1-20 and 28-34 were pending in the application and examined in the Office 
Action dated 9 February 2006. Claims 9-15 have been withdrawn from consideration 
pursuant to 37 C.F.R. §1.1 42(b) as drawn to a non-elected invention. Claims 1-4, 6-20, and 
28-34 were thus examined. Applicants note with appreciation that the following claim 
rejections have been withdrawn: (i) the rejection of claims 1-4, 8, 16, 28 and 30-34 under 35 
U.S.C. § 102(e) as unpatentable over U.S. Patent No. 6,176,842 to Tachibana et al. 
("Tachibana"); (ii) the rejection of claims 3, 4, 19, 20, 30 and 31 under 35 U.S.C. § 102(e) as 
unpatentable over U.S. Patent No. 6,738,661 to Nyhart, Jr. ("Nyhart"); (iii) the rejection of 
claims 1-8 and 29 under 35 U.S.C. §103(a) as unpatentable over Tachibana and further in 
view of U.S. Patent No. 6,348,042 to Warren, Jr. ("Warren"); and (iv) the rejection of claims 
2, 3 and 8 under 35 U.S.C. §103(a) as unpatentable over Tachibana and further in view of 
U.S. Patent Publication No. 2001/0041870 to Gillis et al. ("Gillis"). Applicants further note 
with appreciation that the Office has agreed to rejoin claims 9-15 upon the allowability of an 
independent generic claim, and further that claims 30 and 31 are allowable if rewritten to 
include all their respective base and intervening claim limitations. 

However, the following claim rejections have either been maintained or newly raised 
in the current Office Action: (a) claims 1, 2, 5-8, 16-18, 28, 29 and 32-34 stand rejected under 
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35 U.S.C. § 102(e) as unpatentable over Nyhart; and (b) claims 1 and 16-20 stand rejected 
under 35 U.S.C. § 103(a) as unpatentable over Tachibana and further in view of Gillis. 
Applicants respectfully traverse all pending claim rejections for the following reasons. 

Overview of the Amendment: 

Applicants, by way of the present Amendment, have amended claims 1 and 31 in 
order to recite the invention with greater particularity. In addition, claim 30 has been 
canceled. More specifically, claim 30 has been cancelled without prejudice and disclaimer. 
Cancellation of this claim is not in acquiescence to any pending or anticipated grounds of 
rejection, and applicants expressly reserve their right to bring the claim again in other related 
applications. In addition, claims 1 and 31 have been amended. More particularly, claim 1 has 
been amended to move the limitations from cancelled claim 30 that was dependent thereon. 
Support for the amendments to claim 1 can thus be found in claim 30 as originally filed and 
throughout the specification. Claim 31 has merely been amended to reflect the cancellation of 
claim 30 and the concomitant changes made to claim 1 to thereby preserve proper 
antecedence. Accordingly, no new matter has been added by way of the amendments to 
claims 1 and 3 1 , and the entry thereof is respectfully requested. 

The Rejection under 35 U.S.C. §102: 

Claims 1, 2, 5-8, 16-18, 28, 29 and 32-34 stand rejected under 35 U.S.C. §102(e) as 
unpatentable over Nyhart. Applicants respectfully traverse the rejection for the following 
reasons. 

Claim 1 (the base independent claim) has now been amended to recite that the 
modifying agent present in the modifying element activates a previously inactive drug or 
therapeutic agent present in the formulation upon contact therewith. The amendment to claim 
1 effectively moves previous claim 30 into the base claim to result in the subject matter that 
the Office has noted as being allowable in the instant Office Action. Claims 2, 5-8, 16-18, 28, 
29 and 32-34 each depend, either directly or indirectly, from claim 1 and thus contain the 
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same base limitations. Contrary to the requirements of applicants' claims, the formulation in 
the Nyhart device is never modified, it is in fact always in an active ready-to-use form. 
Accordingly, Nyhart cannot anticipate applicants' claims since claim is anticipated only if 
each and every element as set forth in the claim is described in a single prior art reference, 
that is, the identical invention must be shown in the prior art reference in as complete detail as 
is contained in the claim. See, e.g., Verdegaal Bros. v. Union Oil Co. of California, 2 
USPQ2d 1051 (Fed. Cir. 1987); and Richardson v. Suzuki Motor Co., 9 USPQ2d 1913 (Fed. 
Cir. 1989). Reconsideration and withdrawal of the rejection of claims 1, 2, 5-8, 16-18, 28, 29 
and 32-34 under 35 U.S.C. § 102(e) is thus earnestly solicited in light of the amendments to 
the claims and the above-noted traversal. 

The Rejection under 35 U.S.C. $103: 

Claims 1 and 16-20 stand rejected under 35 U.S.C. §103(a) as unpatentable over 
Nyhart (as applied in the Section 102 rejection discussed above) and further in view of Gillis. 
Applicants respectfully traverse the rejection for the following reasons. 

As discussed herein above, the primary reference to Nyhart does not disclose a device 
wherein a modifying agent present in a modifying element activates a previously inactive 
drug or therapeutic agent present in a formulation passing by the element upon contact 
therewith. The addition of the secondary reference to Gillis fails to provide the missing 
teaching. Since the cited combination of Nyhart and Gillis does not teach or suggest the 
whole of applicants' recited invention, there cannot have been a reasonable expectation of 
success for the non-disclosed subject matter. Since it is clear that in order to establish 
obviousness, the cited prior art (i.e., the cited combination) must enable a person of ordinary 
skill to make and use the invention (see: In re Kumar, CAFC 04-1074, (decided 15 August 
2005) mdBeckman Instruments, Inc. v. LKB Produkter AB, 892 F.2d 1547 (Fed. Cir. 1989); 
see also: Motorola, Inc. v. Interdigital Tech. Corp., 121 F.3d 1461 (Fed. Cir. 1997) and/n re 
Payne, 606 F.2d 303 (CCPA 1979), the instant obviousness rejection cannot stand. 
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For all of the foregoing reasons, then, reconsideration and withdrawal of the rejection 
of claims 1 and 16-20 under 35 U.S.C. §103(a) is earnestly solicited. 

Rejoinder of the Withdrawn Claims: 

Applicants respectfully request that the Office rejoin previously withdrawn claims 9- 
15 in light of the amendments made to the independent generic claim (claim 1). All of the 
foregoing traversal of the Section 102 and 103 claim rejections applies with equal force to the 
subject matter of claims 9-15, each of which depend from claim 1, either directly or 
indirectly. 



Page 9 of 10 



Atty Dkt. No: DURE-029 CON 
USSN: 10/681,622 



Conclusion 



Applicants submit that the pending claims define an invention that is both novel and 
nonobvious over the cited art, and thus all pending claims are in condition for allowance. 
Acknowledgement of this by the Office in the form of an early allowance is thus respectfully 
requested. In addition, if the Examiner contemplates any other action, or if a telephone 
conference would expedite allowance of the claims, applicants invite the Examiner to contact 
the undersigned at (408) 777-49 1 5 . 

The appropriate fee is attached or authorized. If the Commissioner determines that an 
additional fee is necessary, the Commissioner is hereby authorized to charge any additional 
fees associated with this communication or credit any overpayment to Deposit Account No. 
50-1953. 

Respectfully submitted, 



Thomas P. McCracken 
Registration No. 38,548 

For and on behalf of 
DURECT CORPORATION 
2 Results Way 

Cupertino, CA 95014Phone: (408) 777-4915 
Fax: (408) 864-7419 




Date: 9 Mav 2006 
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